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DETAILED ACTION 
Drawings 

1 . The drawings were received on December 13, 2006. These drawings are 
acceptable. Previous objection is withdrawn in view of corrected drawings. 

Specification 

2. Corrections to the specification have been considered and the previous objection 
to the specification is withdrawn in view of the corrections to both the specification and 
the drawings. 

3. Claim 1 3 objected to because of the following informalities: improper dependent 
claim, claim depends from a cancelled claim. Appropriate correction is required. 

Claim Rejections - 35 (JSC § 102 

4. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

5. Claims 1, 2, 4-11, 13, 14 and 17-23, 25 and 26 are rejected under 35 
U.S.C. 102(e) as being anticipated by Burton et al. (WO 2002/100267). 
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6. Claim 1 : Burton et al. teach a unitary sensor for detecting biopotential signals on 
the skin of a patient, the sensor comprising (figure 37): 

a. A base strip including at least three electrodes spaced along the length of 
the base strip, each of the sensors being operable to detect biopotential 
signals on the skin of the patient (page 78 lines 10-16) 

b. An extension strip integrally formed with the base strip and extending from 
the base strip to a distal end, the extension strip including an acoustic 
emitter attached to the distal end (page 78 lines 15-17). 

7. Claim 2: Burton et al. teaches a unitary sensor wherein the base strip is 
configured to be attached to the forehead of the patient and the extension strip extends 
from the base strip such that the acoustic emitter is positionable in an ear of the patient 
when the base strip is positioned on the forehead of the patient (page 78 lines 12-18 
and figure 37). . 

8. Claim 4: Burton et al. teach a unitary sensor of claim 1 wherein each of the 
plurality of sensors is operable to detect both EEG signals and AEP signals (page 78 
lines 10-30). 

9. Claim 5: Burton et al. teach a unitary sensor wherein the base strip includes an 
adhesive to secure the base strip to the patient (page 78 lines 32-33). 

10. Claim 6: Burton et al. teaches an electrode system which may be usable with a 
connector interface (page 34 lines 26-29). 

1 1 . Claim 7: Burton et al. teach a system comprising an acoustic emitter operable to 
emit an audible stimulus (page 78 lines 25-26). 
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12. Claim 8: Burton et al. teach a system that incorporates an EEG which would be a 
passive measurement module since it does not require an external stimulus to perform 
the measurement. Burton et al. also teaches the system to incorporate audio evoked 
potential analysis which would be an active measurement module since it requires an 
external stimulus for the measurement to be taken (page 1 lines 32-34). Burton et al. 
explains later that the system is designed in a modular fashion to allow for varying 
degrees of complexity and versatility (page 101 lines 23-25). Burton et al. also 
describes a programmable electrode interface system to provide a means for user 
guidance and operation (page 41 lines 13-20). Burton et al. teach the system to 
comprise multiple modes of operation including active (AEPi as described by Burton et 
al.) and passive (Bi) modes and these modes can be configured manually or 
automatically (page 82 lines 1-30). The display taught by Burton et al. is adaptable in 
that it can be configured to display one mode or multiple modes at the same time (page 
1 lines 18-30). 

13. Claim 9: Burton et al. further teaches a system wherein the passive 
measurement module (EEG) is operable to determine the level of brain function from full 
awareness to deep drug-induced sleep (page 104 lines 20-25). 

14. Claim 10: Burton et al. also teaches a system wherein the active measurement 
module (AEP monitor) is operable to determine the level of brain function from full 
awareness to unconsciousness (page 84 line 33-page 85 line 2). 

15. Claim 1 1 : Burton et al. teaches a system wherein the passive measurement 
module receives an EEG signal from the electrodes (page 101 lines 13-21). 
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16. Claim 13: Burton et al. teaches a system wherein the control unit selects 
between the active measurement module and the passive measurement module based 
on a single threshold value (page 137 lines 4-15). 

17. Claim 14: Burton et al. teaches a system wherein the unitary sensor includes a 
base strip and an extension strip, wherein the base strip is configured to be positionable 
on a forehead of the patient and the extension strip extends away from the base strip 
such that the acoustic emitter is positionable in an ear of the patient when the base strip 
is positioned on the forehead of the patient (page 78 lines 10-17). 

1 8. Claim 1 7: Burton et al. teach a system for monitoring the level of brain function 
in a patient from full awareness to deep drug-induced sleep, the system comprising: a 
control unit coupled to a display for displaying the level of brain function (page 41 lines 
13-20), a sensor positionable on the patient and coupled to the control unit, the sensor 
including at least three electrodes to detect biopotential signals on the skin of the patient 
(page 78 lines 10-16), an acoustic emitter operable to deliver an acoustic stimulus to the 
patient (page 78 lines 15-17), a passive measurement module coupled to the control 
unit and operable to receive the biopotential signals from the sensor and determine the 
level of brain function (page 1 lines 32-34) an active measurement module coupled to 
the control unit and operable to activate the acoustic emitter to deliver acoustic stimuli 
and receive the biopotential signals from the sensor to determine the level of brain 
function, wherein the control unit is operable to select between the active measurement 
module and the passive measurement such that the control unit displays the current 
level of brain function from only one of the active measurement module and the passive 
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measurement module at any given time (page 1 lines 32-34). Burton et al. teach a 
system to comprise multiple modes of operation including active (AEPi as described by 
Burton et al.) and passive (Bi) modes and these modes can be configured manually or 
automatically (page 82 lines 1-30). 

19. Claim 18: Burton et al. teaches a system wherein the passive measurement 
module is operable to determine the level of brain function from full awareness to deep 
drug-induced sleep (page 104 lines 20-25). 

20. Claim 19: Burton et al. teach a system wherein the active measurement module 
is operable to determine the level of brain function from full awareness to 
unconsciousness (page 84 line 33-page 85 line 2). 

21 . Claim 20: Burton et al. teach a system wherein the control unit selects between 
the active measurement module and the passive measurement module based on a 
single threshold value (page 137 lines 4-15). 

22. Claim 21 : Burton et al. teaches a method for monitoring the depth of sedation in 
a patient from full awareness to deep drug-induced sleep characterized by the 
suppression of EEG, the method comprising the steps of: 

a. Providing a passive measurement module operable to determine depth of 
sedation from full awareness to deep drug-induced sleep (page 12 line 34- 
page 13 line 2) 

b. Providing an active measurement module operable to determine depth of 
sedation from full awareness to the level of losing consciousness (Page 
13 lines 8-11) 
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c. Means for combining the information from the active measurement module 
and the passive measurement module to obtain the best accuracy over 
the entire range of sedation (page 13 lines 17-27). 

d. further comprising the step of positioning a unitary sensor on the patient, 
the unitary sensor being operable to detect the biopotential signals from 
the patient and deliver an auditory stimuli to the patient (figure 36); 

e. wherein the means for combining the information from the active 
measurement module and the passive measurement module displays only 
a single depth of sedation based upon a selection between the passive 
measurement module and the active measurement module (page 1 lines 
18-30 , Burton et al. describe the display to be configurable and adaptable 
for various data collecting and processing techniques; 

f. wherein the unitary sensor includes a base strip including at least three 
electrodes to detect biopotential signals on the skin of the patient and an 
extension strip including an acoustic emitter operable to deliver the 
auditory stimuli to the patient (page 78 lines 10-30 and figure 36). 

23. Claim 22: Burton et al. teaches a method of wherein the passive measurement 
module determines the depth of sedation based on the analysis of an EEG signal from 
the patient (page 12 line 34-page 13 line 2). 

24. Claim 23: Burton et al. teaches a method wherein the active measurement 
module determines the depth of sedation based upon the analysis of the response of 
the patient's brain to an auditory stimuli (page 13 lines 17-27). 
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25. Claim 25: Burton et al. teaches a method wherein the means for combining the 
information from the active measurement module and the passive measurement module 
includes a control unit coupled to both the active measurement module and the passive 
measurement module (page 13 lines 16-27). 

26. Claim 26: Burton et al. describes a method in which the user has the capability 
of setting the control unit to select between the display of the depth of sedation from the 
passive measurement module and the active measurement module based upon a 
threshold value (page 107 lines 8-19). 

Claim Rejections - 35 (JSC § 103 

27. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

28. Claims 3, 15 and 16 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Burden in view of Oliveira et al (U.S Patent No. 5002151). Burton et al. teaches 
the unitary sensor which comprises an acoustic emitter (page 78 lines 10-17). Burton et 
al. fails to teach the emitter is surrounded by a resilient plug that can be placed in the 
ear of the patient. Oliveira et al. teach an earpiece molded to fit into the ear comprising 
a resilient sleeve (column 1 lines 18-22). It would be obvious to one skilled in the art to 
use this resilient plug because as Oliveira et al teach it enhances comfort and permits 
one earpiece to fit nearly everyone (column 1 lines 20-22). 
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Response to Amendment 

29. Applicant's arguments filed December 13, 2006 have been fully considered but 
they are not persuasive. 

30. Referring to claim 1 applicant argues that Burton et al. fail to teach or fairly 
suggest that an extension strip, which includes an acoustic emitter attached to the distal 
end. Burton et al. discuss the electrode device comprising a mastoid electrode 
connection and an optional earpiece interface or connection for an AEP audio stimulus 
(page 78 lines 21-26). Burton et al. discuss further the ability of the electronics module, 
which controls the AEP audio stimulus to clip or attach to the surface of the electrode 
substrate (page 79 lines 9-10). Therefor Burton et al. have taught that the earpiece can 
be an integral part of the electrode attachment system. As shown in figure 36 the 
earpiece is located at the distal end of the extension strip. As shown in figure 36 the 
biocoherence outer malbar bone surface and reference electrodes make up the base 
strip of the unitary sensor and wireless electronic module electrodes are an extension 
strip where in the AEP stimulator (or acoustic emitter) has to be located at the distal end 
of the strip in reference to the base strip in order for it to be placed in the patient's ear. 
Therefor the rejection of claim 1 is maintained. 

31 . Referring to claims 2-7, the applicant relies of the arguments that the examiner 
found unpersuasive for claim 1 therefore the rejection of claims 2-7 is maintained. 

32. Referring to claim 8 as stated above Burton et al. teach that the system is 
capable of operating in multiple modes of operation and these modes are configurable 
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to manually or automatically select the mode of operation (page 82 lines 1-30). 
Therefore the rejection of claim 8 is maintained. 

33. Referring to claims 9-1 1 and 13-16, the applicant relies on the arguments that the 
examiner found unpersuasive for claim 8 therefore the rejection of claims 9-1 1 and 13- 
16 are maintained. 

34. Referring to claim 17 as stated above Burton et al. teach a system wherein the 
control unit is operable to select between the active measurement module and the 
passive measurement such that the control unit displays the current level of brain 
function from only one of the active measurement module and the passive 
measurement module at any given time (page 1 lines 32-34). Additionally the applicant 
relies on the arguments of claim 8 wherein the rejection is maintained therefore the 
rejection of claim 17 is maintained. 

35. Referring to claims 18-20, the applicant relies on the arguments that the 
examiner found unpersuasive for claim 17 therefore the rejection of claims 18-20 are 
maintained. 

36. Referring to claim 21 as discussed above the sensor taught by Burton et al. is a 
unitary sensor positioned on the patient operable to detect the biopotential signals from 
the patient and deliver auditory stimuli. As discussed in claims 8 and 17 the system 
taught by Burton et al. includes means for combining the information from the active and 
passive measurement modes and display a depth of sedation. As discussed in claim 1 
Burton et al. teach that the sensor includes at least three electrodes, an extension strip 
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and an acoustic emitter operable to deliver the audio stimuli. The rejection of claim 21 
is maintained. 

37. Referring to claims 22, 23, 25 and 26, the applicant relies of the arguments that 
the examiner found unpersuasive for claim 21 therefore the rejection of claims 22, 23, 
25 and 26 are maintained. 

Conclusion 

38. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .1 36(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .1 36(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Zoe E. Baxter whose telephone number is 571-272- 
8964. The examiner can normally be reached on Monday-Friday 7:30am-4:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Charles Marmor II can be reached on 571-272-4730. The fax phone 
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number for the organization where this application or proceeding is assigned is 571- 
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